Introduction {#S0001}
============

In national clinical guidelines for dementia, pharmacological interventions are recommended and described in detail both in Denmark and the UK. In contrast, other kinds of interventions, such as psychosocial interventions and approaches to care, are defined as nonpharmacological and as such by what they are not. In many countries, this leaves the clinical guidelines with two sections, one with pharmacological interventions, and one with the imprecise term nonpharmacological interventions. As an example, the NICE guidelines for dementia in the UK mention the following nonpharmacological interventions: aromatherapy, multisensory stimulation, therapeutic use of music and/or dancing, animal-assisted therapy, and massage. These approaches should be considered for non-cognitive symptoms and changed behaviours and should be tailored to the person's preferences, skills and abilities.[@CIT0001] The guidelines describe evidence of clinical effectiveness of these nonpharmacological interventions, but also point out how more research into their cost-effectiveness is needed.[@CIT0001] The most recent NICE guidelines still highlight the need for further research in this field.[@CIT0002]

Thus, there is a need for more research of specific types of nonpharmacological interventions in order to guide clinicians and decision makers in choosing the best methods.[@CIT0003] This, however, highlights the problem that nonpharmacological research in general is poorly described. In a systematic review of 137 nonpharmacological interventions within dementia care, a large proportion (61%) did not describe what the treatment consisted of in detail.[@CIT0004] In medical research such "ingredients" would be dose, frequency, monitoring, titration, mode of delivery, and duration of use of which all can influence efficacy and safety of the interventions.[@CIT0004] With no such details, a study cannot be replicated and results cannot be implemented in daily dementia care. Therefore, it is necessary to develop and strengthen the field of research currently termed nonpharmacological dementia care. This demands clear explications including methods, routines, habits, and tacit knowledge for other professionals to be informed about best practice and assure implementation where it is needed.

The "ingredients" of nonpharmacological interventions should not be compared with medication although the focus on personalized, stratified or precision medicine has brought new perspectives on the variations of responses to medication and ruled out a simple cause/effect-relationship to medical treatment.[@CIT0005] All interventions may thus be considered complex. However, for clarity, we define it as a continuum of interventions with simple interventions of single-component actions on the one end, and complex interventions on the other consisting of multicomponent psychosocial methods with several interacting components. Some psychosocial interventions may be described by a clear manual but for complex interventions of a person-centered, relational, psychotherapeutic and/or ecopsychosocial nature, it is highly challenging to narrow down actions and responses in a serial order of events and capture simple interconnections between them.[@CIT0006]--[@CIT0008] The level of complexity increases further when interventions are not a planned session-based service, but an interaction intended to be implemented as required or PRN (*pro re nata*. From Latin, meaning in the circumstances or as the circumstance arises.) in daily care. While manuals informing caregivers to conduct defined activities or sessions with persons with dementia exist,[@CIT0009],[@CIT0010] there is a pressing need to also describe the details of complex interventions in manuals in order to strengthen research in the broad spectrum of ecopsychosocial interventions.

For manuals in the area of activities, therapy or daily care, the aim is to provide a consistent and effective treatment compared to relying on idiographic knowledge, subjective feelings, and tacit or non-defined intentions of different therapists and caregivers.[@CIT0011] When it comes to interventions for so-called non-cognitive symptoms and changed behaviour, the NICE guidelines recommend interventions to be tailored to the person's preferences, skills and abilities, as some may respond better to one treatment than another.[@CIT0001],[@CIT0012] Also, the manual needs to maintain a certain degree of flexibility. Flexibility can be applied by providing frameworks or directions rather than step-by-step instructions or a combination of both while maintaining a contained setting or time and place for the intervention such as a session.[@CIT0013]

While reviews have been conducted to assess the availability and effectiveness of evidence-based training manuals and to inform the development of interventions,[@CIT0014]--[@CIT0016] the purpose of this scoping review is to learn from research studies which have taken on the challenge to construct manuals for complex interventions carried out by caregivers and tailored to the preferences, skills, and abilities of the person with dementia. With this review, we aim to stress the importance of availability of manuals through refereed journals in order to inform future research in dementia care and improve clinical interventions and care. This is synthesized in the following research question:

How are manuals describing complex interventions in dementia care structured and disseminated in refereed journals, and what is important to consider for future manuals?

Method {#S0002}
======

The search followed the PRISMA extension for scoping reviews and the PRISMA-ScR checklist.[@CIT0017] Relevant search terms were identified, and searches conducted according to the PICo model (Population, Intervention, Context).[@CIT0018],[@CIT0019] A process of identifying search terms included brainstorming, pre-existing knowledge and the use of the thesaurus in each database. Using thesauruses allowed us to find and use controlled terms in order to ensure accuracy and a higher degree of consensus about terms within each database. Furthermore, it enabled us to control the process by narrowing or broadening the search. If no controlled terms existed or were not accurate enough, we used free-text searching either as a stand-alone strategy or together with controlled terms. To ensure a higher chance of detecting relevant results and when possible, we chose to use broader terms such as using the parent term "cognitive impairment".

Search Strategy and Criteria {#S0002-S2001}
----------------------------

We conducted a systematic search on December 2nd 2016 which was repeated on April 8th 2019 using four databases; Embase, PsychInfo, CINAHL and Scopus and documented all searches and hits. These are available on request from the main author. The databases cover research in medicine, psychology, nursing and interdisciplinary research. The search terms were defined by the research question and the thesauruses in the databases and consisted of a range of controlled and open terms. For the final search terms, see [Table 1](#T0001){ref-type="table"}. The search followed an un-published protocol available on request from the main author.Table 1Complete List of Final Search TermsDatabasePopulationInterventionContextEmbaseIntellectual impairment (ct)Manual-based treatment\
Non-pharmacol^a^\
Intervention study (ct)Health care facility (ct)PsychInfoDementia (ct)\
Alzheimer's disease (ct)\
Cognitive impairment (ct)Manual-based treatment\
Non-pharmacol^a^\
Intervention study (ct)Residential institutions (ct)\
Treatment facilities (ct)CINAHLDementia (ct)\
Intellectual disability (ct)Manual-based treatment\
Non-pharmacol^a^\
Clinical trials (ct)Residential facilities (ct)ScopusDementia\
Cognitive impairment\
Intellectual disability\
Intellectual impairmentManual-based treatment\
Non-pharmacol^a^\
Intervention studyNursing home\
Health care facility\
Residential institutions\
Treatment facilities\
Residential institutions[^1][^2]

The results were screened according to the inclusion and exclusion criteria presented in [Table 2](#T0002){ref-type="table"}. The criteria allowed a broad search while maintaining a precise scope. We did not apply years of publication to limit the results. In order to maintain the chain of evidence, we kept track of the rationale for excluding papers by listing these in a spreadsheet.Table 2List of Inclusion and Exclusion CriteriaInclusion CriteriaExclusion CriteriaDementia or other intellectual impairment\
Focus on staff intervention\
Includes a manual\
Focus on resident behavioural problems\
Context is residential care\
Language is English, Danish, Norwegian or Swedish\
No restriction regarding publication dateSpecialist intervention\
\
Drug intervention\
Other non-human intervention\
Outcomes other than behavioural\
\
Session-based intervention\
Only staff training\
\
Other clinical populations such as acquired brain injury, autism spectrum disorder and psychiatric disorders

Analysis {#S0002-S2002}
--------

The collected research studies and manuals were analysed using a phenomenological template analysis (TA). The focus of the analysis was not to explore the content of the manuals or their effectiveness, but to explore how researchers overcome complexity and tailor manuals for scientific purposes. Therefore, we applied a qualitative methodology. TA is the use of structured codes to analyse qualitative material, such as text. It differs from other phenomenological thematic analyses by defining the themes prior to the analysis. Where other methods require themes to develop "uniquely" and inductively during the analysis, TA establishes themes prior to or on the basis of a small part of the dataset. Next, subsequent pieces of data are then analysed according to these themes. TA is especially useful for studies with a clear focus and emphasis on similarities across the included material.[@CIT0020]

In this study, the TA was conducted according to the following 5-step procedure: Familiarization with selected pieces of data,Establishing template of themes,Applying the template to the full dataset,Selecting most relevant themes,Dividing each main theme into subthemes.

Besides focusing on characteristics of the studies, we analysed the possibility of tailoring the intervention,[@CIT0012] flexibility of the manual[@CIT0013] and dissemination elements used in the manual including illustrations and graphical organisers.[@CIT0021]

Results {#S0003}
=======

The sorting of the results is visualised in the flowchart in [Figure 1](#F0001){ref-type="fig"}.Figure 1Preferred Reporting Items for Systematic Reviews and Meta‐Analyses (PRISMA) diagram. A full list of reasons for excluding records can be obtained from the main author.**Notes:** Adapted from Moher D, Liberati A, Tetzlaff J, Altman DG, et al. Preferred Reporting Items for Systematic Reviews and Meta-*A*nalyses: The PRISMA Statement. PLoS Med. 2009;6(7): e1000097. Creative Commons license and disclaimer available from:  [<http://prisma-statement.org/PRISMAStatement/CitingAndUsingPRISMA.aspx>]{.ul}.[@CIT0022]

The search on the 2nd of December 2016 yielded 649 hits. The updated search conducted on the 8th of April 2019 was limited to include publications in the period 2016--2019 and yielded 212 hits. After including 21 additional potentially relevant records, we had a total of 882 hits. After removing 178 duplicates, we screened the titles and abstracts of 704 records adhering to the inclusion and exclusion criteria and excluded 618 records, the three most occurring reasons being focus on drug treatment, no focus on an intervention and focusing on issues other than behavioural. This led to a total number of 86 papers that were collected for full-text screening. We found that 77 of these papers did not meet the inclusion criteria, which left nine papers to be included in the template analysis.

Characteristics of the Included Papers {#S0003-S2001}
--------------------------------------

[Table 3](#T0003){ref-type="table"} summarizes the characteristics of the included papers. The papers served different purposes. Three papers focused on improving caregivers' communicational, interactional and relational skills.[@CIT0023]--[@CIT0025] The remaining six papers aimed at preventing or treating BPSD, arousal imbalance and the use of restraint.[@CIT0026]--[@CIT0031] The users addressed by the papers were mainly professional caregivers. Four of the included papers reported results from RCTs, three were theoretical papers and the remaining two were a literature review and a quantitative, post-test only study. Seven of the included papers recommended training as part of using the content of the manual.Table 3Characteristics of Included PapersReferenceManualTargetIntended UsersStudy DesignTrainingTailoringFlexibilityBeer et al, 2012[@CIT0023]Communication and dementiaCommunication, interaction, relationshipNursing assistantsQuantitative, Post-test onlyYesYesHighBidewell et al, 2011[@CIT0026]Agitation management flowchartAgitation, BPSD, restraint, arousalNursing assistantsLiterature reviewNoYesMidDeudon et al, 2009[@CIT0027]Staff instruction cardsAgitation, BPSD, restraint, arousalUnspecifiedRCTYesYesMidErtmann et al, 2015[@CIT0028]"Attuned Pedagogy"Agitation, BPSD, restraint, arousalPedagoguesTheoretical paperYesYesLowHundeide et al, 2011[@CIT0024]"International Child Development Programme (ICDP)"Communication, interaction, relationshipPrimary caregiverTheoretical paperYesYesMidKovach et al, 2004[@CIT0029]"Balancing Arousal Control Excesses (BACE)"Agitation, BPSD, restraint, arousalNursing assistantsRCTYesYesMidKovach et al, 2006[@CIT0030]"Serial Trial Intervention (STI)"Agitation, BPSD, restraint, arousalNursesRCTYesYesMidPieper et al, 2011[@CIT0031]"STA OP!"Agitation, BPSD, restraint, arousalNursing assistantsRCTYesYesMidRyan et al, 1995[@CIT0025]"The Communication Enhancement Model"Communication, interaction, relationshipUnspecifiedTheoretical paperNoYesHigh

Tailoring and Flexibility {#S0003-S2002}
-------------------------

All of the manuals allowed or required the user to tailor actions in the intervention to the specific person with dementia. The degree of flexibility depends on the extent to which the manuals specify precise instructions about the content and may be described as either low, medium or high. A manual with a high degree of flexibility is not very directive and allows for many different actions, where a manual with a low degree of flexibility resembles a step-by-step protocol with clearly described actions that the user cannot and should not affect. A true step-by-step protocol could be described as having no flexibility.

Two manuals fit the "high" degree of flexibility category because they do not propose any hierarchy or order of how and what to do. One of them proposes a circular relationship emphasizing the scope of the manual without suggesting any actions or order of actions.[@CIT0025] The other manual within the category presents a range of suggested actions in various levels of detail[@CIT0023] without presenting any order to employ these in.

Six manuals are in the "medium" category. Five of these present a hierarchy of steps or phases with a specific order to follow.[@CIT0024],[@CIT0026],[@CIT0029]-[@CIT0031] The manuals also include broad suggestions of actions on a meta-level, where the actions are not described in a highly detailed manner but are described broadly and vaguely. The last manual in this category does not include a clear-cut hierarchy but does include more detailed descriptions of the suggested actions.[@CIT0027]

One manual is placed in the "low" category[@CIT0028] and includes descriptions of phases providing the user with suggested actions in various levels of detail. Furthermore, it includes a description of how the users should document and plan goals and interventions for the person in focus which enables tailoring while still maintaining rigor. However, this manual does not provide clear hierarchically ordered phases with all actions described in high detail.

Dissemination Elements {#S0003-S2003}
----------------------

We analysed the dissemination elements in the manuals according to the following six themes; Media, Physical format, Graphical organisers, Illustrations, Hierarchical structure and Directing content (see [Table 4](#T0004){ref-type="table"}).Table 4Dissemination Elements in the Included PapersReferenceMediaPhysical FormatGraphical OrganisersIllustrationsHierarchical StructureDirecting ContentBeer et al, 2012[@CIT0023]WordsNot specifiedLists, HeadlinesNoneNot specifiedDirections, suggestionsBidewell et al, 2011[@CIT0026]WordsNot specifiedLists, Headlines, FlowchartNonePresentDirections, do-nots, suggestionsDeudon et al, 2009[@CIT0027]WordsPocket-size cardsLists, HeadlinesNoneNot specifiedDo-nots, suggestionsErtmann et al, 2015[@CIT0028]WordsNot specifiedLists, Headlines, Boxes, GraphsNonePresentDirections, Do-nots, suggestions, questionsHundeide et al, 2011[@CIT0024]WordsNot specifiedLists, Headlines, TablesNonePresentSuggestionsKovach et al, 2004[@CIT0029]WordsNot specifiedNoneNonePresentDirectionsKovach et al, 2006[@CIT0030]WordsNot specifiedLists, TablesNonePresentDirectionsPieper et al, 2011[@CIT0031]WordsNot specifiedLists, FlowchartNonePresentDirectionsRyan et al, 1995[@CIT0025]WordsNot specifiedHeadlines, FlowchartNonePresentExamples

All nine manuals use written text as their media. The physical format of the manual is only described in one article, that being pocket-sized cards. One manual did not use graphical organisers. Different graphical organisers are used in the eight remaining manuals. These include lists (7 manuals), Headlines (6 manuals), Flowcharts (3 manuals), Boxes (1 manual), Tables (2 manuals) and Graphs (1 manual). However, none of the manuals make use of illustrations. Seven of the manuals organise their content in a hierarchical manner, where there is an ordered progression in the actions described in the manual. The remaining two manuals do not do this. Overall, the manuals direct the user by providing Directions (6 manuals), Suggestions (5 manuals), Do-nots (3 manuals), Questions (1 manual) and Examples (1 manual).

Discussion {#S0004}
==========

With this article, our aim was to explore the structure of manual-based complex interventions within dementia care published in refereed journals, how they disseminate their content, and further discuss important factors to keep in mind when designing future manuals. The scoping review revealed nine publications adhering to the inclusion criteria and findings from the template analysis include characteristics of the studies as well as information about training, tailoring, degree of flexibility and dissemination elements. All manuals recommended users to tailor interventions to specific situations and most had a medium level of flexibility. All manuals used written text as the primary element of dissemination. While there was no use of audio/visual material or illustrations, a number of the manuals used graphical organisers such as lists and headlines and a few also used flowcharts, boxes, graphs and tables. A majority of included manuals organised their content in a hierarchical manner and provided users with directions and suggestions of what to do.

Users, Training and Tailoring {#S0004-S2001}
-----------------------------

The intended users of the manuals included informal caregivers, "basic" caregivers, nurses and pedagogues suggesting that use of manuals is applicable across groups. Seven of the manual-based interventions also required or suggested training in relation to the content of the manual. All of the manuals allowed or suggested tailoring the content thus enabling users to adapt interventions to specific needs and the situation of the person with dementia. When considering persons with dementia as unique individuals with different challenges and resources, it seems vital that manuals are flexible enough to allow tailoring while also providing fixed steps or stages offering users a hierarchy or structure of the intervention. Combining tailoring and structure is done in seven of the included articles. To discuss the importance of this combination thoroughly, it seems relevant to analyse differences between manuals regarding applicability and user-friendliness. However, available data in the publications do not allow such an analysis.

Flexibility {#S0004-S2002}
-----------

The concept of flexibility in this study refers to how flexible the content of the included manuals is. Six of the included manuals can be labelled as having a medium level of flexibility, while two could be labelled as having a high level of flexibility and one as having a low level of flexibility. However, the manual that fit into the "low" category was not constructed as a strict protocol with tailoring not being allowed. In that sense, flexibility could have been even lower. Keeping in mind the idiographic nature of persons with dementia, it probably would not be sensible to construct such manuals considering nonpharmacological interventions. Interventions and users of the manual need to be able to adapt and respond to the actions and reactions of the person with dementia. A high degree of flexibility may, however, affect factors such as replicability and consistency, which can lead to an undesirable amount of heterogeneity when implementing interventions.

While deciding on an optimal flexibility level would require further research, we suggest that the optimal level achievable in this field could be to structure the intervention in hierarchical phases, providing users with suggestion of specific actions, detailed descriptions of them and a method of choosing the "appropriate" action for the given situation. Such a manual would ensure a certain amount of homogeneity whilst remaining flexible enough to allow for the needed adaptions in the interaction with individual persons with dementia.

Dissemination Elements {#S0004-S2003}
----------------------

The primary means of disseminating manual content is through written text. There seems to be a lack of audio/visual material, which could potentially have been informative for the user. Body language, tone of voice and other non-verbal forms of communication potentially influencing the quality of interactions, could be disseminated more clearly through audio/visual material. The lack of audio/visual material might be due to formal requirements when publishing in academic journals, where artefacts such as pictures or videos might not be an option. However, electronic publications now make it possible to either include links to online video resources, references to "real-life" videos or pictures included as an appendix.

Some graphical organisers are present in different forms in several of the publications with a main purpose of structuring word messages for users, eg, by grouping related terms, illustrating processes described with words and highlighting key messages. Including actual illustrations in future publications could have an impact both on user's ability to remember the content[@CIT0021] and providing a clear message of what the user is supposed to do.

Limitations {#S0004-S2004}
-----------

An obvious limitation to this review is the fact that it only includes material available through academic databases. Manuals published outside of this area were not included which could have increased the amount of information in this review. However, this limitation also highlights the potential issue of not being able to publish manuals or reduced editions in refereed journals, thereby reducing the accessibility to fellow researchers.

Conclusion {#S0005}
==========

We conducted this scoping review for the purpose of investigating how manual-based complex interventions in dementia care are structured and disseminated in refereed journals including what to consider for future manuals. Even though complex interventions in dementia care require the caregiver to execute different and complex actions where non-verbal elements are important, the primary language of dissemination is currently through written text. When developing future manuals, we suggest considering using illustrations or audio/video material to allow for a more detailed dissemination and provide users with directions of what to do while maintaining flexibility and allowing users to tailor interventions to the specific situation.

While it can be desirable to obtain a high degree of homogeneity in manuals when wanting to ensure reliability and consistent treatment, manuals need to have a certain degree of flexibility to allow tailoring and adaption in order to address the idiographic and changing needs of different people with dementia. Based on this review, we recommend that manuals describing complex interventions maintain a medium to low degree of flexibility and map and structure interventions in a hierarchical order with suggestions of actions relevant for each step, allowing users to tailor the intervention. Actions should be described in high detail and audio/video material as well as illustration and graphical organizers could be useful to ensure better understanding of some actions. Finally, the manual should include information on how to choose between different actions. Based on the results of this review, we also suggest that training should be provided in conjunction with manuals. Future reviews could use the themes (Tailoring, Flexibility and Dissemination Elements) generated from this review to analyse manual-based complex interventions in the field of dementia published outside of academically journals possibly leading to a greater understanding of the field and providing researchers and clinicians guidelines concerning the construction of a clinical manual.
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[^1]: **Note:** ^a^Boolean operator.

[^2]: **Abbreviation:** ct, controlled term.
